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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event however, may a reply be timely filed 
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Status 

1)13 Responsive to communication(s) filed on 20 July 2005 . 
2a)Q This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4a) Of the above claim(s) 12 and 13 itifate withdrawn from consideration. 
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7) Q Claim(s) is/are objected to. 
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Application Papers 

9) D The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 26 July 2004 is/are: a)S accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 
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* See the attached detailed Office action for a list of the certified copies not received. 
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Request for Continued Examination 

1) A request for continued examination under 37 C.F.R 1.114, including the fee set forth in 37 
C.F.R 1.17(e), was filed in this application after final rejection. Since this application is eligible 
for continued examination under 37 C.F.R 1.1 14, and the fee set forth in 37 C.F.R 1.17(e) has been 
timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 C.F.R 
1.114. Applicants 5 submission filed on 07/20/05 has been entered. 

Status of Claims 

2) Claim 23 has been canceled via the amendment filed 07/20/05. 

Claims 1,18 and 21 have been amended via the amendment filed 07/20/05. 
Claims 1, 3, 4, 1 1-13, 18 and 21 are pending. 
Claims 1, 3, 4, 11, 18 and 21 are under examination. 

Prior Citation of Title 35 Sections 

3) The text of those sections of Title 35 U.S. Code not included in this action can be found 
in a prior Office Action. 

Prior Citation of References 

4) The references cited or used as prior art in support of one or more rejections in the instant 
Office Action and not included on an attached form PTO-892 or form PTO-1449 have been 
previously cited and made of record. 

Rejection(s) Withdrawn 

5) The rejection of claim 1 8 made in paragraph 28(a) of the Office Action mailed 02/23/05 
under 35 U.S.C. § 1 12, second paragraph, as being indefinite, is withdrawn in light of Applicants 5 
amendment to the claim. 

6) The rejection of claim 21 made in paragraph 28(b) of the Office Action mailed 02/23/05 
under 35 U.S.C. § 1 12, second paragraph, as being indefinite, is withdrawn in light of Applicants' 
amendment to the claim. 

7) The rejection of claim 21 made in paragraph 28(c) of the Office Action mailed 02/23/05 
under 35 U.S.C. § 1 12, second paragraph, as being indefinite, is withdrawn in light of Applicants' 
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amendment to the claim. 

8) The rejection of claim 21 made in paragraph 10 of the Office Action mailed 02/27/04 and 
maintained in paragraph 25 of the Office Action mailed 02/23/05 under 35 U.S.C. § 1 12, first 
paragraph, as being non-enabled with regard to the scope, is withdrawn. 

9) The rejection of claims 1 , 3 and 1 1 made in paragraph 27 of the Office Action mailed 
02/23/05 under 35 U.S.C § 1 12, first paragraph, as containing new subject matter, is withdrawn 
in light of Applicants' amendment to the base claims. 

10) The rejection of claims 1 1, 1 8 and 23 made in paragraph 29 of the Office Action mailed 
02/23/05 under 35 U.S.C § 102(b) as being anticipated by Choi et al (WO 98/18930 A2 - 
already of record) ('930) as evidenced by Harlow et al {In: Antibodies: A Laboratory Manual 
Cold Spring Harbor Laboratory, Chapter 5, p. 76, 1988), is withdrawn in light of Applicants' 
amendment to the claims. 

Rejection(s) Maintained 

11) The rejection of claims 1, 3 and 1 1 made in paragraph 10 of the Office Action mailed 
02/27/04 and maintained in paragraph 25 of the Office Action mailed 02/23/05 under 35 U.S.C. 
§ 1 12, first paragraph, as being non-enabled with regard to the scope, is maintained for reasons 
set forth therein and herebelow. 

Applicants submit the following arguments: (a) Applicants have amended claim 1 to 
recite that the immunogenic polypeptide elicits production of an antibody that binds to the 
polypeptide having the amino acid sequence of SEQ ID NO: 8; (b) Such limitation replaces the 
limitation for binding to S. pneumoniae and is specifically supported in the application at page 
13, lines 24-30, where it is stated that 'a polypeptide of the invention, when administered to a 
mammal, will elicit production of an antibody that binds the native polypeptide'. 

Applicants' arguments have been carefully considered, but are not persuasive. Claim 1, as 
amended, includes the functional limitation: the recited isolated polypeptide having an amino acid 
sequence 'with at least 80% identity to the amino acid sequence of SEQ ID NO: 8' (i.e., a 
polypeptide variant having as least 20% non-identity with SEQ ID NO: 8) wherein said 
polypeptide when administered to a mammal elicits 'an antibody that binds to a polypeptide 
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consisting of the sequence of SEQ ID NO: 8\ The polypeptide of claim 3 has at least 95% 

identity to SEQ ID NO: 8 and is associated with the same functional limitations. Claim 1 1 

continues to require the polypeptide to 'elicit protective antibodies in a mammal against S. 

pneumoniae'. Lines 24-30 from page 13 of the specification are reproduced below, which do not 

provide enablement for the above-identified polypeptide variants of SEQ ID NO: 8 having as 

much as 5 to 20% non-identity thereto wherein the polypeptide variants concurrently have the 

recited biologic functions: 

Antibodies generated against a polypeptide vaccine corresponding to a sequence of the present 
invention can be obtained by direct injection of the polypeptide into an animal or by administering the 
polypeptide to an animal, preferably a nonhuman. The antibody so obtained will then bind the polypeptide 
itself. In this manner, even a sequence encoding only a fragment of the polypeptide can be used to generate 
antibodies binding the whole native polypeptide. 

This part of the specification appears to describe: (a) an antibody that binds to the homologous or 
corresponding polypeptide when the polypeptide is administered to an animal; and (b) the use of 
a polypeptide fragment (as opposed to a polypeptide variant) to generate antibodies that bind to 
the native polypeptide. This part of the specification however has nothing to do with a 5 to 20% 
non-identical polypeptide variant eliciting antibodies that bind to the native polypeptide of SEQ 
ID NO: 8 and that protect a mammal against S. pneumoniae. The rejection stands. 
12) The rejection of claim 1 1 made in paragraph 1 1 of the Office Action mailed 02/27/04 
maintained in paragraph 26 of the Office Action mailed 02/23/05 under 35 U.S.C. § 1 12, first 
paragraph, as being non-enabled with regard to the scope, is maintained for reasons set forth 
therein. 

Applicants have deleted the dependency of claim 1 1 from claim 23, but have advanced 
no specific arguments with regard to this rejection. With regard to the dependency of claim 1 1 
from claim 4, there is no lack of enablement. However, with regard to the dependency of claim 
1 1 from claim 1 or 3, the rejection stands. The precise structure of a polypeptide variant of the 
amino acid sequence of SEQ ID NO: 8 having 5 to 20% non-identity with the amino acid 
sequence of SEQ ID NO: 8 that has the capacity to elicit 'protective antibodies in a mammal 
against Streptococcus pneumoniae ' is not described. Such a variant having the recited function 
is not enabled in the instant case. As set forth in paragraph 26 of the Office Action mailed 
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02/23/05, absent a showing, the 'protective' capacity of a given polypeptide variant is not 
predictable. The rejection stands. 

Rejection(s) under 35 U.S.C. § 112, First Paragraph (New Matter) 

13) Claims 1, 3 and 1 1 are rejected under 35 U.S.C § 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a new matter rejection. 

Claim 1, as amended, includes the new limitations: an isolated polypeptide having an 

amino acid sequence with at least 80% identity to the amino acid sequence of SEQ ID NO: 8 
wherein said polypeptide .... when administered to a mammal elicits an antibody 'that binds to a 
polypeptide consisting of the sequence of SEQ ID NO: 8'. Applicants state that lines 24-30 on 
page 13 of the specification provide the descriptive support for the added limitations. However, 
there is no descriptive support in these parts of the specification, as originally filed, for an 
immunogenic composition comprising an isolated polypeptide having an amino acid sequence 
with 'at least 80%' or 'at least 95%' identity to the amino acid sequence of SEQ ID NO: 8 
wherein the polypeptide when administered to a mammal elicits an antibody 'that binds to a 
polypeptide consisting of the sequence of SEQ ID NO: 8\ An isolated polypeptide having 'at 
least 80%' or 'at least 95%' identity to the amino acid sequence of SEQ ID NO: 8 and 
concurrently having the ability to elicit an antibody 'that binds to a polypeptide consisting of the 
sequence of SEQ ID NO: 8', or the ability to 'elicit protective antibodies in a mammal against S. 
pneumoniae' lacks descriptive support in the specification, as originally filed. Therefore, the 
above-identified limitations in the claim(s) are considered to be new matter. New matter 
includes not only the addition of wholly unsupported subject matter but also, adding specific 
percentages or compounds after a broader original disclosure, or even omission of a step from a 
method. In re Rasmussen, 650 F2d 1212 (CCPA, 1981). See M.P.E.P. 608.04 to 608.04(c). 

Applicants are invited to point to the descriptive support in specific part(s) of the 
disclosure, as originally filed, for the limitations identified above, or to remove the new matter 
from the claims and/or the base claim(s). 
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Rejection(s) under 35 U.S.C. § 112, First Paragraph (Scope of Enablement) 

14) Claim 21 is rejected under 35 U.S.C. § 1 12, first paragraph, because the specification 
while being enabling for an immunogenic composition comprising immunogenic fragments 
selected from those consisting of amino acid residues 650-773, 640-773, 630-773, 610-773 and 
600-773 of the amino acid sequence of SEQ ID NO: 8, does not reasonably provide enablement 
for a 'vaccine' comprising immunogenic fragments selected from residues 650-773, 640-773, 
630-773, 610-773 and 600-773 of the amino acid sequence of SEQ ID NO: 8, as recited 
currently. 

Instant claim is evaluated based on the Wands analysis. Many of the factors regarding 
undue experimentation have been summarized in In re Wands, 858 F.2d 731, 8 USPQ2d 1400 
(Fed. Circ. 1988) as follows: 

• The quantity of experimentation necessary (time and expense); 

• The amount of direction or guidance presented; 

• The presence or absence of working examples of the invention; 

• The nature of the invention; 

• The state of the art; 

• The relative skill of those in the art; 

• The predictability or unpredictability of the art; and 

• The breadth of the claims. 

The instantly claimed product is a Vaccine' comprising the recited immunogenic fragments 
of a S. pneumoniae polypeptide having the amino acid sequence of SEQ ID NO: 8. A 'vaccine must 
by definition trigger an immunoprotective response in the host vaccinated; mere antigenic response 
is not enough'. In re Wright, 999 F.2d 1557, 1561, 27 USPQ2d 1510, 1513 (Fed. Cir. 1993). The 
instant application on page 12, lines 14-26 describes specific immunogenic fragments of SEQ ID 
NO: 8, i.e., fragments consisting of amino acid residues 657-773, 650-773, 630-773, 610-773 and 
600-773 of the amino acid sequence of SEQ ID NO: 8. Only one of these immunogenic fragments, 
i.e., the one consisting of amino acid residues 657-773 of SEQ ID NO: 8, is described as providing a 
moderate protection of about 40% in mice against a challenge with S. pneumoniae. None of the rest 
of the immunogenic fragments recited therein were evaluated for protection against S. pneumoniae 
infection either by an in vivo protection assay in an accepted animal model, or by one or more in 
vitro assays correlative of protection in human or non-human animals. In other words, the existence 
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of one or more protective epitopes in these immunogenic fragments has not been shown. While the 
recited fragments are expected in the art to be immunogenic, their ability to 'protect 5 and serve as a 
'vaccine' is not predictable absent a concrete showing, which in the instant application is lacking. 
Predictability or unpredictability is one of the Wands important factors for enablement. Although 
the recited fragments are expected to elicit antibodies to the respective fragments, their ability to 
specifically recognize the native polypeptide and/or provide 'protection 5 against Streptococcus 
pneumoniae cannot be predicted since protection is immunospecific to an antigen. There is lack of 
showing that the claimed immunogenic fragments remain Streptococcus pneumoniae-specific and 
confer protection against Streptococcus pneumoniae. With regard to protective ability, the 
enablement or a concrete showing in the instant case is limited to the full length polypeptide having 
the amino acid sequence of SEQ ID NO: 8, and an immunogenic fragment consisting of amino acid 
residues 657-773 of SEQ ID NO: 8. Therefore, due to the lack of specific guidance and disclosure 
as to the ability of the recited polypeptide fragments to serve as a 'vaccine'; the lack of 
demonstration of their protective ability in an in vivo animal model or by an in vitro assay correlative 
of protection; the lack of working examples enabling the full scope of the claims; the art-recognized 
unpredictability factor associated with the functions of polypeptide fragments; the breadth of the 
claims; and the quantity of experimentation necessary, undue experimentation would have been 
required to practice the invention as claimed. The claim is viewed as not meeting the scope of 
enablement provision of 35 U.S.C. § 1 12, first paragraph. 

Rejection^) under 35 U.S.C. § 112, Second Paragraph 
15) Claims 1,3, 11 and21 are rejected under 35 U.S.C. § 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
Applicants regard as the invention. 

(a) Claim 1, as amended, is vague and indefinite in the recitation: 'polypeptide 
consisting of the sequence'. For the purpose of distinctly claiming the subject matter, it is 
suggested that Applicants replace the limitation with -polypeptide consisting of the amino 
sequence-. 

(b) Claim 21, as amended, is vague and indefinite in the recitation: 'selected from 

residues'. For the purpose of distinctly claiming the subject matter, it is suggested that 

7 . 
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Applicants replace the limitation with - selected from amino acid residues--. 

(c) Claims 3 and 1 1 , which depend from claim 1 , are also rejected as being indefinite, 
because of the indefiniteness identified above in the base claim. 

Objection(s) 

16) In line 2 of claim 1, the comma following the limitation 'polypeptide' is unnecessary and 
should be deleted. 

Relevant Art 

17) The art made of record and not currently relied upon in any of the rejections is considered 
pertinent to Applicant's disclosure: 

• Le Page et al. (US 2003/0134407 A) and its provisional application cited therein, 
60/125,329 filed 3/19/1999, disclose a polypeptide having an amino acid sequence that is 100% 
identical to the instantly recited SEQ ID NO: 8. See the attached sequence alignment report. US 
2003/0134407 A is a publication of the application 09/769,744, which is a continuation of the 
PCT application PCT/GB99/02452, filed before 29 November 2000. 

Remarks 

18) Claims 1, 3, 1 1 and 21 stand rejected. The subject matter of claim 4 and 18 are free of 
prior art currently of record. 

19) Papers related to this application may be submitted to Group 1 600, AU 1 645 by facsimile 
transmission. Papers should be transmitted via the PTO Fax Center, which receives transmissions 24 
hours a day and 7 days a week. The transmission of such papers by facsimile must conform with the 
notice published in the Official Gazette, 1096 OG 30, November 15, 1989. The Fax number for 
submission of amendments, responses or papers is (571) 273-8300. 

20) Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAG or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR system, 

see http://pair-direct.uspto.Mov. Should you have questions on access to the Private PAA system, 

contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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21) Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to S. Devi, Ph.D., whose telephone number is (571) 272-0854. A message may 
be left on the Examiner's voice mail system. The Examiner can normally be reached on Monday to 
Friday from 7.15 a.m. to 4.15 p.m. except one day each bi-week, which would be disclosed on the 
Examiner's voice mail system. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's supervisor, 
Lynette Smith, can be reached on (571) 272-0864. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (571) 272-1600. 



September, 2005 




S. DEVI, PH.D. 
PRIMARY EXAMINER 
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